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REMARKS 

Claims 1-36 are pending. Claims 6, 7, 10-20, and 24-31 have been withdrawn from 
consideration. Claim 1 is the sole independent claim that is under consideration. 

Objections to the Specification 

In the Office action mailed February 14, 2008, the title of the apphcation was objected to 
as not being descriptive. As shown above, the title has been amended to address the Examiner's 
concerns. Applicant respectfully requests that the objection to the title be withdrawn. 

Objections to the Claims 

Claims 8 and 23 were objected to as including a typographical informaHty. As shown 
above, claims 8 and 23 have been amended to address the Examiner's concerns. Applicant 
respectfully requests that the objection to the title be withdrawn. 

Rejections under 35 U.S.C. § 101 

Claim 1 was rejected under 35 U.S.C. § 101 as allegedly directed to non-statutory subject 
matter. As shown above, claim 1 has been amended to recite that the model is made available to 
estimate the sensitivity of a biological specimen to a specific drug. Accordingly, applicant 
respectfully requests that the rejection under 35 U.S.C. § 101 be withdrawn. 
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Rejections under 35 U.S.C. §112 

Claim 1 was rejected under 35 U.S.C. § 1 12, second paragraph, as allegedly indefinite. 
The rejection contends that the scope of the recitation that a model can be constructed by a 
"partial least squares method type 1 using said sensitivity data [and gene expression data]" is not 
discemable to those of ordinary skill. 

Applicant respectfully disagrees and submits that those of ordinary are able to discern 
how a model can be constructed by a partial least squares method type 1 "using" sensitivity data 
and gene expression data. For example, submitted herewith are pages 293-359 from the book 
entitled "Statistical Procedures in Food Research." The chapter entitled "Partial Least Squares 
Regression," by M. Martens and H. Martens (hereinafter "Martens"), illustrates conceptual 
differences between multiple linear regression and partial least squares in FIG. 2 (page 300). In 
partial least squares type 1 , "Y is used as a guide in the extraction of latent variables T from 
X. . (underlining added). 

Since the term "using" is well understood by those of ordinary skill, especially in the 
context of constructing models, Applicant submits that the scope of claim 1 is discemable to 
those of ordinary skill and respectfully requests that the rejection of claim 1 under 35 U.S.C. § 
1 12, second paragraph, be withdrawn. 

Claims L 2, 3, and 5 were rejected under 35 U.S.C. § 1 12, second paragraph, as allegedly 
indefinite. The rejections contend that these claims recite "passive steps." 

Although applicant disagrees, as shown above, claims 1, 2, 3, and 5 have been amended 
to address the Examiner's concerns. Accordingly, applicant respectfiiUy requests that the 
rejections under 35 U.S.C. § 1 12, second paragraph, be withdrawn. 
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Claims 2, 3, and 4 were rejected under 35 U.S.C. § 1 12, second paragraph, as allegedly 
indefinite on various ground. As shown above, claims 2, 3, and 4 have been amended to address 
the Examiner's concerns. Applicant respectfully requests that the rejections of claims 2, 3, and 4 
under 35 U.S.C. § 1 12, second paragraph, be withdrawn. 

Rejections under 35 U.S.C. §102 

Claim 1 was rejected under 35 U.S.C. § 102(e) as anticipated by U.S. Patent PubUcation 
No. 2002/01 1 1742 to Rocke et al. (hereinafter "Rocke"). 

As amended, claim 1 relates to a method for constructing a model that estimates 
sensitivity to a drug based on expression levels of genes. The method includes the steps of (a) 
obtaining sensitivity data for a collection of biological specimens, (b) obtaining gene expression 
data for the biological specimens in the collection, (c) constructing a model by a partial least 
squares method type 1 using said sensitivity data obtained in step (a) and at least a part of said 
gene expression data for the biological specimens obtained in step (b), and (d) making said 
model available to estimate the sensitivity of the biological specimen to the specific drug. The 
model estimates the sensitivity of a biological specimen to a specific drug. 

The rejection of claim 1 contends that Rocke describes the construction of a model that 
estimates the sensitivity of the biological specimen to a specific drug by a partial least squares 
method type 1 . Applicant respectfully disagrees. 
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In this regard, attention is respectfully directed to the description of the PLS family of 
methods in Martens. As can be seen, PLS-1 regression predicts a single y- variable from a block 
of X- variables, whereas PLS-2 repression predicts a whole block of Y-variables from a block of 
X-variables. See, e.g.. Martens, page 308, para. 2; FIG. 4. 

In contrast, Rocke describes that "Multi-class [Cancer] Classification" methods can be 
used to predict drug sensitivity of the tumor. See, e.g., Rocke, para. [0145]-[0146]. Rocke's 
"Multi-class Classification" is understood to be multivariate. See, e.g., Rocke, paras. [0053], 
[0056]. Rocke's multivariate "Multi-class Classification" is thus understood to use partial least 
squares method type 2. See, e.g., Martens, page 308, para. 2; FIG. 4 (describing the use of 
"several Y-variables" as "PLS2"). 

Accordingly, claim 1 is not anticipated by Rocke. Applicant respectfully requests that 
the rejections of claim 1 and its dependencies under 35 U.S.C. § 102 be withdrawn. 

Rejections under 35 US,C. §103 

Claim 1 was rejected under 35 U.S.C. § 103(a) as obvious over Rocke and U.S. Patent 
Publication No. 2004/0199334 to Kovesdi et al. (hereinafter "Kovesdi"). 

The rejection contends that the subject matter recited in claim 1 would have been obvious 
to those of ordinary skill in light of Rocke and Kovesdi. Applicant respectfully disagrees. As 
discussed above, Rocke's multivariate "Multi-class Classification" is understood to use partial 
least squares method type 2 and would not have lead those of ordinary skill to construct a model 
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that estimates sensitivity of a biological specimen to a specific drug by a partial least squares 
method type 1 using sensitivity data for a collection of biological specimens and gene expression 
data for the biological specimens. 

Kovesdi does nothing to remedy these deficiencies in Rocke. Indeed, Kovesdi relates to 
relating the structures and activities of chemical compounds. See, e.g., Kovesdi, Title. Kovesdi 
is thus not reasonably pertinent to either the present claims or to Rocke. There is no reason to 
believe that those of ordinary skill would find it obvious to turn to Kovesdi and constructing a 
model that estimates sensitivity of a biological specimen to a specific drug, as recited in claim 1 . 

Accordingly, claim 1 is not obvious over Rocke and Kovesdi. Applicant respectfully 
requests that the rejections of claim 1 and its dependencies under 35 U.S.C. § 103(a) be 
withdrawn. 

It is believed that all of the pending claims have been addressed. However, the absence 
of a reply to a specific rejection, issue, or comment does not signify agreement with or 
concession of that rejection, issue, or comment. In addition, because the arguments made above 
may not be exhaustive, there may be reasons for patentability of any or all pending claims (or 
other claims) that have not been expressed. Finally, nothing in this paper should be construed as 
an intent to concede any issue with regard to any claim, except as specifically stated in this 
paper, and the amendment of any claim does not necessarily signify concession of 
unpatentability of the claim prior to its amendment. 
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Attorney's Docket No.: 18201-002US1 / RCJ-A0102P-US 



Applicant hereby petitions that the period for response be extended by one month to 
include June 16, 2008. Please apply the excess claims fees, the fee for the one-month extension 
of time, and any other charges or credits to deposit account 06-1050. 



Fish & Richardson P.C. 
12390 El Camino Real 
San Diego, CaUfomia 92130 
Telephone: (858) 678-5070 
Facsimile: (877) 769-7945 

JFC/jhg 
10840897.doc 



Respectfully submitted. 



Date: June 16, 2008 
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